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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 27 April 2009 . 
2a )^ This action is FINAL. 2b)n This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1.3.4.7 and 8 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) IEI Claim(s) 1.3.4.7 and 8 is/are rejected. 
/)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held In abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attach ment(s) 

1 ) ^ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftspereon's Patent Drawing Review (PTO-948) Paper No(s)/IVIail Date. 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 
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CLAIMS 1. 3. 4. 7 AND 8 ARE PRESENTED FOR EXAMINATION 
Applicant's response filed April 27, 2009 has been received and entered into the 
application. 

Applicant's remarks and amendments have overcome the rejections not reiterated 
herein from the previous Office action. Such rejections not reiterated from the previous 
office action are hereby withdrawn . The following rejection constitutes the totality of 
issues remaining in the present application. 

The Merck reference cited on the attached form PTO-892 is newly cited by the 
Examiner; not necessitated by Applicant's amendment. Thus, the present Office action 
will not be made final. 

Legal Standard for Anticipation/Inherency Under - 35 USC § 102 

To anticipate a claim under 35 U.S.C. § 102, a single prior art reference must 
place the invention in the public's possession by disclosing each and every element of the 
claimed invention in a manner sufficient to enable one skilled in the art to practice the 
invention. Scripps Clinic & Research Foundation v. Genetech, Inc., 927 F.2d 1565, 
1576, 18 U.S.P.Q.2d 1001, 1001 (Fed. Cir. 1991); In re Donahue, 766 F2d531, 533, 226 
U.S.P.Q. 619, 621 (Fed. Cir. 1985). To anticipate, the prior art must either expressly or 
inherently disclose every limitation of the claimed invention. MEHL/Biophile Int'l Corp. 
V. Milgraum, 192 F.3d 1362, 1365, 52 U.S.P.Q.2d 1303, 1303 (Fed. Cir. 1999) (citing to 
In re Schreiber, 128 F.3d 1473, 1477, 44 U.S.P.Q. 1429, 1431 (Fed. Cir. 1997)); Atlas 
Powder Co. v. Ireco Inc., 190 F.3d 1342, 1347, 51 U.S.P.Q.2d 1943, 1946 (Fed. Cir. 
1999). To inherently anticipate, the prior art must necessarily flinction in accordance 
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with, or include, the claimed limitations. MEHL/Biophile, 192 F.3d at 1365, 52 
U.S. P. Q. 2d at 1303. However, it is not required that those of ordinary skill in the art 
recognize the inherent characteristics or the function of the prior art. Id. Specifically, 
discovery of the mechanism underlying a known process does not make it patentable. 
See also MPEP §§ 21 12, 21 12.02 and 2145(11). 

Claim Rejection - 35 USC§ 102(b) 
The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the uiveiitioii was patented or described in a primed publicalion in tliis or a foreign country or in pubUc 
use or on sale in this country, more than one year prior to llie dale of application for patent in the United 
States. 

Claims 1, 3, 4, 7 and 8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Merck, (newly cited by the Examiner, page 409; citation 2612 "Cryptoxanthin"). 

In light of the fact that the Examiner now relies on a different reference. 
Applicant's arguments against the same are thus rendered moot . No fiirther comment 
regarding such arguments is deemed necessary. 

Merck teaches a composition comprising P-cryptoxanthin which is not taught to 
contain any contaminants (page 409, citation 2612, esp. lines 1-2; cited by the Examiner). 

While Merck fails to teach that the composition is useful for the presently claimed 
bone diseases, (present claims 4, 7 and/or 8), or that the P-cryptoxanthin composition was 
extracted from Satsuma orange, (present claim 2) such does not impart any patentable 
significance because the intended use does not impart any physical or otherwise material 
physical element that is not present in the present claims. 
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Accordingly, the Merck reference meets each patentable element recited in 
present claims 1, 3, 4, 7 and 8. 

None of the claims are currently in condition for allowance. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Raymond J. Henley III whose telephone number is 571- 
272-0575. The examiner can normally be reached on M-F, 8:30 am to 4:00 pm Eastern 
Time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin H. Marschel can be reached on 571-272-0718. The fax phone number 
for the organization where this apphcation or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Raymond J Henley 111/ 
Primary Examiner 
Art Unit 1614 

August 16, 2009 



